ARRA- 12766

October 11, 2000

The Honorable Carol Browner
Adminigtrator

U.S. Environmenta Protection Agency
Ariel Rios Building

Room 3000, #1101-A

1200 Pennsylvania Avenue, NW
Washington, DC 20460

Subject:  Comments on “Robust Summary on Phosphorous Acid, Cydlic
Neopentanetetrayl Diphenyl Eger”

Dear Adminigtrator Browner:

The following comments on the “Robust Summary on Phosphorous Acid,
Cyclic Neopentanetetrayl Diphenyl Ester” are submitted on behdf of People
for the Ethical Treatment of Animds Physcians Committee for Responsble
Medicine, the Humane Society of the United States, the Doris Day Animd
League, and Eath Idand Inditute. These anima protection and
environmental organizations have a combined membership of more than nine
million Americans.

The phosphorous acid, cyclic neopentanetetrayl diphenyl ester test plan,
submitted by Generd Electric, is a gross violation of the letter and spirit of the
EPA’s October 14, 1999, guidance letter to HPV participants, specificdly
violating gx of the ten mgor points of the letter. Mog glaringly, this is a plan
for a angle compound, whose testing is specificdly delayed by that October
14 letter until November 2001. In its posted letter of clarification, Generd
Electric dates that EPA “requested deferment of testing of individua
chemicas unless there were reasons for testing sooner than that.” This is

fdse the October letter specificdly sates that “individua chemicds (i.e,
those not proposed for testing in a category) that require further testing on
animds shall be deferred until November 200 1.

Furthermore, this plan violaes the origind HPV program framework in which
sponsors pledge to evauate the adequacy of existing data and submit robust
summaries for the sponsored chemicas. The phosphorous acid, cyclic
neopentanetetrayl diphenyl ester test plan submitted by Generd Electric
ignores existing data and proposes to conduct poorly thought-out tests that
will provide little useful information on the risk that phosphorous acid, cydlic
neopentanetetrayl diphenyl ester may pose, while causng extensve animd
auffering. The plan provides no rationde for the testing, gives no details of
the specific testing procedures, and disregards pertinent information on the
environmenta fate and trangport of this chemicd. It is shocking that a
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company of General Electnic’s stature would submit such a shoddy piece of work. The

phosphorous acid, cyclic neopentanetetrayl diphenyl ester test plan is unacceptable from
both a techmical and regulatory perspective and should have been absolutely rejected by
EPA,

The EPA’s double standard regarding ammal testing 15 obvious in the EPA’s responses to
date to proposed fest plans. The EPA sets extremely high standards each time a company
proposes to use existng data, SAR's, or categories in order to avoud conducting a test,
However, the agency does not require any justification if a company wants to use animal
tests - even if. as in the General Electric case, the company proposes to test individual
chemicals and 1gnore the October letter. Further, the EPA has required. in each of its test
plan comments to date, that companies respond to the EPA within &0 davs with a
desenption of how they intend to incorporate the EPA’s comments, Yet the EPA makes
no such request of General Electnc,

For the third time. we reiterate the request made in our August 21 letter to you that the
EPA specifically address owr concerns and detanl how the agency imtends 1o ensure that
the spint and gusdelines of the October 14, 1999, letter are followed, Almost two months
after our original request, we have not received any response from the EPA regarding this
important  matier.

Because we anticipate the resubmission of this fest plan at a later date, we are providing
further comments. | can be reached at (757} 622-TI82, ext. 304, or by e-mail at
jessicas@peta-online.org. Comespondence should be sent to my attention at the
following address; 4800 Bascline Road, #E104-3%), Boulder, CO 80305, 1 look forward
to your response on this important issue,

Sincerely,

Jessica T, Sandler, MHS
Federal Agency Liaison

ce: The Honorable Robert C. Smith
The Honorable F. James Sensenbrenner, Ir.,
The Honomable Ken Cabvert
The Honorable Jerry Costello
Council on  Emvironmental  Chuality



Comments

This test plan violates the agreement arrived a& by the Environmental Protection Agency

(EPA), the Chemicd Manufecturers Association, the Environmentd Defense Fund, and
anima protection representatives. The following points of the agreement, as outlined in

the EPA’s October 14, 1999, letter to HPV participants, are violated entirely or in part by
the phosphorous acid, cyclic neopentanetetrayl diphenyl ester test plan:

1. “In andyzing the adequacy of exising data, participants shal conduct a
thoughtful, quditative analyss rather than use a rote checklist gpproach.

3. Paticipants shdl maximize the use of exising and scientificaly appropriate
categories of related chemicas and Sructure activity reationships.

5. Participants are encouraged to use in Vitro genetic toxicity testing to generate
any needed gendtic toxicity screening data, unless known chemica properties
preclude its use.

6. Consastent with the OECD/SIDS program, participants generdly should not
develop any new dermd toxicity data

8. As with dl chemicas, before generating new information, participants should
further condder whether any additiona information obtained would be useful or
relevant.

9.(b) .. .individual chemicds (i.e, those HPV chemicals not proposed for testing
in a category) that require further testing on animds shdl be deferred until
November 2001 to dlow for non-anima test replacements for some SIDS
endpoints.”

This tes plan is proposed for an individual chemicd (violation of item 9b). Therefore,
the test plan must be regjected by the EPA under the HPV program.

In addition, the proposed test plan is nothing more than a rote reproduction of the
checkboxes for each chemica outlined in the origind HPV guidance (violation of items 1
and 8). A thoughtful evauation of the feashility and necessty of the various tests cannot
be conducted without some knowledge of the basic properties or gpplication of the
chemicd. For example, the utility and gpplication of aguatic toxicity tests cannot be
judged without knowledge of the chemicd’s solubility in water. At a minimum, Generd
Electric needs to date the use of the chemicad, its physica properties, the order of testing,
the data needed to conduct subsequent tests, and specificaly refer to the exact method to
be used for each human hedth endpoint test, with information on whether the tests are in
vivo or in vitro, list the species to be used, outline the exposure method, and list the
exposure time.




Generd Electric dso falled to compare phosphorous acid, cyclic neopentanetetrayl
diphenyl ester with other smilar chemicds to form a group of phenol compounds
(violaion of item 3), Phosphorous acid, cyclic neopentanetetrayl diphenyl ester is one of
many phenyl phosphorus antioxidant gtabilizers that are included in the HPV Program,
and would logicdly fdl into the same group in the development of a test plan. In our
comments on the Tris(nonylphenol) phosphite test plan, we have discussed the
development of this category of HPV chemicas.

The test plan fals to provide a judtification for conducting an in vivo genetic toxicity
sudy, even though in vitro genetic toxicity tests should be used to generate any needed
genetic toxicity screening data, unless known chemica properties preclude their use
(violation of item 5).

The test plan cdls for a dermd toxicity study, which is aso proscribed in the October 14
letter (violation of item 6).

Conclusions

In short, Generd Electric has submitted a greetly flawved workplan both from a technica and
regulatory perspective. It is astounding that a company with the dature of Generd Electric
would submit such a poorly researched, poorly developed test plan. The EPA must require that
phosphorous acid, cyclic neopentanetetrayl diphenyl ester be consdered for inclusion in a larger
substituted phenyl-phophorus group and that Generd Electric provide additiona existing data on
phosphorous acid, cyclic neopentanetetrayl diphenyl ester chemistry prior to conducting any
anima tesing. The test plan must have clear documentation of the testing methods and provide
for the evolution of the experimental plan based on early physica and chemicd determinations
about the compound. As it stands, the EPA must rgject this workplan in its entirety due to its
blatant violations of the October agreement and the origind HPV framework.

' Letter to Carol Browner. Comments on the Robust Summary on Tris (Nony!Phenyl) Phosphite PCRM.
October 11, 2000.




